This document is scheduled to be published in the
Federal Register on 11/21/2018 and available online at
https://federalregister.gov/d/2018-24243, and on govinfo.gov

Billing Code 4120-01-P
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Centers for Medicare & Medicaid Services
42 CFR Parts 416 and 419
[CMS-1695-FC]
RIN 0938-AT30
Medicare Program: Changes to Hospital Outpatient Prospective Payment and
Ambulatory Surgical Center Payment Systems and Quality Reporting Programs
AGENCY: Centers for Medicare & Medicaid Services (CMS), HHS.
ACTION: Final rule with comment period.
SUMMARY: This final rule with comment period revises the Medicare hospital
outpatient prospective payment system (OPPS) and the Medicare ambulatory surgical
center (ASC) payment system for CY 2019 to implement changes arising from our
continuing experience with these systems. In this final rule with comment period, we
describe the changes to the amounts and factors used to determine the payment rates for
Medicare services paid under the OPPS and those paid under the ASC payment system.
In addition, this final rule with comment period updates and refines the requirements for
the Hospital Outpatient Quality Reporting (OQR) Program and the ASC Quiality
Reporting (ASCQR) Program. In addition, we are updating the Hospital Consumer
Assessment of Healthcare Providers and Systems (HCAHPS) Survey measure under the
Hospital Inpatient Quality Reporting (IQR) Program by removing the Communication
about Pain questions; and retaining two measures that were proposed for removal, the

Catheter-Associated Urinary Tract Infection (CAUTI) Outcome Measure and Central



Line-Associated Bloodstream Infection (CLABSI) Outcome Measure, in the PPS-Exempt
Cancer Hospital Quality Reporting (PCHQR) Program beginning with the FY 2021
program year.

DATES: Effective date: This final rule with comment period is effective on

January 1, 2019.

Comment period: To be assured consideration, comments on the payment

classifications assigned to the interim APC assignments and/or status indicators of new or
replacement Level 11 HCPCS codes in this final rule with comment period must be
received at one of the addresses provided in the ADDRESSES section no later than 5
p.m. EST on December 3, 2018.
ADDRESSES: In commenting, please refer to file code CMS-1695-FC when
commenting on the issues in this final rule with comment period. Because of staff and
resource limitations, we cannot accept comments by facsimile (FAX) transmission.
Comments, including mass comment submissions, must be submitted in one of
the following three ways (please choose only one of the ways listed):

1. Electronically. You may (and we encourage you to) submit electronic

comments on this regulation to http://www.regulations.gov. Follow the instructions
under the “submit a comment” tab.

2. By regular mail. You may mail written comments to the following address
ONLY:
Centers for Medicare & Medicaid Services,

Department of Health and Human Services,

Attention: CMS-1695-FC,



P.O. Box 8013,

Baltimore, MD 21244-1850.

Please allow sufficient time for mailed comments to be received before the close
of the comment period.

3. By express or overnight mail. You may send written comments via express or
overnight mail to the following address ONLY':
Centers for Medicare & Medicaid Services,

Department of Health and Human Services,

Attention: CMS-1695-FC,

Mail Stop C4-26-05,

7500 Security Boulevard,

Baltimore, MD 21244-1850.

b. For delivery in Baltimore, MD—

Centers for Medicare & Medicaid Services,

Department of Health and Human Services,

7500 Security Boulevard,

Baltimore, MD 21244-1850.

For information on viewing public comments, we refer readers to the beginning of

the “SUPPLEMENTARY INFORMATION” section.



FOR FURTHER INFORMATION CONTACT:

340B Drug Payment Policy to Nonexcepted Off-Campus Departments of a
Hospital, contact Juan Cortes via e-mail Juan.Cortes@cms.hhs.gov or at 410-786-4325.

Advisory Panel on Hospital Outpatient Payment (HOP Panel), contact the HOP
Panel mailbox at APCPanel@cms.hhs.gov.

Ambulatory Surgical Center (ASC) Payment System, contact Scott Talaga via
email Scott. Talaga@cms.hhs.gov or at 410-786-4142.

Ambulatory Surgical Center Quality Reporting (ASCQR) Program
Administration, Validation, and Reconsideration Issues, contact Anita Bhatia via email
Anita.Bhatia@cms.hhs.gov or at 410-786-7236.

Ambulatory Surgical Center Quality Reporting (ASCQR) Program Measures,
contact Vinitha Meyyur via email Vinitha.Meyyur@cms.hhs.gov or at 410-786-88109.

Blood and Blood Products, contact Josh McFeeters via email
Joshua.McFeeters@cms.hhs.gov or at 410-786-9732.

Cancer Hospital Payments, contact Scott Talaga via email
Scott. Talaga@cms.hhs.gov or at 410-786-4142.

CMS Web Posting of the OPPS and ASC Payment Files, contact Chuck Braver
via email Chuck.Braver@cms.hhs.gov or at 410-786-6719.

CPT Codes, contact Marjorie Baldo via email Marjorie.Baldo@cms.hhs.gov or at
410-786-4617.

Collecting Data on Services Furnished in Off-Campus Provider-Based Emergency
Departments, contact Twi Jackson via email Twi.Jackson@cms.hhs.gov or at

410-786-1159.



Control for Unnecessary Increases in Volume of Outpatient Services, contact
Elise Barringer via email Elise.Barringer@cms.hhs.gov or at 410-786-9222.

Composite APCs (Low Dose Brachytherapy and Multiple Imaging), contact Elise
Barringer via email Elise.Barringer@cms.hhs.gov or at 410-786-9222.

Comprehensive APCs (C-APCs), contact Lela Strong-Holloway via email
Lela.Strong@cms.hhs.gov or at 410-786-3213.

Expansion of Clinical Families of Services at Excepted Off-Campus Departments
of a Provider, contact Juan Cortes via e-mail Juan.Cortes@cms.hhs.gov or at
410-786-4325.

Hospital Outpatient Quality Reporting (OQR) Program Administration,
Validation, and Reconsideration Issues, contact Anita Bhatia via email
Anita.Bhatia@cms.hhs.gov or at 410-786-7236.

Hospital Outpatient Quality Reporting (OQR) Program Measures, contact Vinitha
Meyyur via email Vinitha.Meyyur@cms.hhs.gov or at 410-786-8819.

Hospital Outpatient Visits (Emergency Department Visits and Critical Care
Visits), contact Twi Jackson via email Twi.Jackson@cms.hhs.gov or at 410-786-1159.

Inpatient Only (IPO) Procedures List, contact Lela Strong-Holloway via email
Lela.Strong@cms.hhs.gov or at 410-786-3213.

New Technology Intraocular Lenses (NTIOLS), contact Scott Talaga via email
Scott. Talaga@cms.hhs.gov or at 410-786-4142.

No Cost/Full Credit and Partial Credit Devices, contact Twi Jackson via email

Twi.Jackson@cms.hhs.gov or at 410-786-1159.



OPPS Brachytherapy, contact Scott Talaga via email Scott. Talaga@cms.hhs.gov
or at 410-786-4142.

OPPS Data (APC Weights, Conversion Factor, Copayments, Cost-to-Charge
Ratios (CCRs), Data Claims, Geometric Mean Calculation, Outlier Payments, and Wage
Index), contact Erick Chuang via email Erick.Chuang@cms.hhs.gov or at 410-786-1816,
Steven Johnson via e-mail Steven.Johnson@cms.hhs.gov or at 410-786-3332, or Scott
Talaga via email Scott. Talaga@cms.hhs.gov or at 410-786-4142.

OPPS Drugs, Radiopharmaceuticals, Biologicals, and Biosimilar Products,
contact Josh McFeeters via email Joshua.McFeeters@cms.hhs.gov or at 410-786-9732.

OPPS New Technology Procedures/Services, contact the New Technology APC
email at NewTechAPCapplications@cms.hhs.gov.

OPPS Exceptions to the 2 Times Rule, contact Marjorie Baldo via email
Marjorie.Baldo@cms.hhs.gov or at 410-786-4617.

OPPS Packaged Items/Services, contact Lela Strong-Holloway via email
Lela.Strong@cms.hhs.gov or at 410-786-3213.

OPPS Pass-Through Devices, contact the Device Pass-Through email at
DevicePTapplications@cms.hhs.gov.

OPPS Status Indicators (SI) and Comment Indicators (Cl), contact Marina
Kushnirova via email Marina.Kushnirova@cms.hhs.gov or at 410-786-2682.

Partial Hospitalization Program (PHP) and Community Mental Health Center
(CMHC) Issues, contact the PHP Payment Policy Mailbox at

PHPPaymentPolicy@cms.hhs.gov.



PPS-Exempt Cancer Hospital Quality Reporting (PCHQR) Program measures,
contact Nekeshia MclInnis via email Nekeshia.Mclnnis@cms.hhs.gov.

Rural Hospital Payments, contact Josh McFeeters via email
Joshua.McFeeters@cms.hhs.gov or at 410-786-9732.

Skin Substitutes, contact Josh McFeeters via email
Joshua.McFeeters@cms.hhs.gov or at 410-786-9732.

All Other Issues Related to Hospital Outpatient and Ambulatory Surgical Center
Payments Not Previously Identified, contact Marjorie Baldo via email
Marjorie.Baldo@cms.hhs.gov or at 410-786-4617.

SUPPLEMENTARY INFORMATION:

Inspection of Public Comments: All comments received before the close of the

comment period are available for viewing by the public, including any personally
identifiable or confidential business information that is included in a comment. We post
all comments received before the close of the comment period on the following website

as soon as possible after they have been received: http://www.regulations.gov/. Follow

the search instructions on that website to view public comments.



Electronic Access

This Federal Register document is also available from the Federal Register
online database through Federal Digital System (FDsys), a service of the U.S.
Government Publishing Office. This database can be accessed via the Internet at
https://www.gpo.gov/fdsys/.
Addenda Available Only Through the Internet on the CMS Website

In the past, a majority of the Addenda referred to in our OPPS/ASC proposed and
final rules were published in the Federal Register as part of the annual rulemakings.
However, beginning with the CY 2012 OPPS/ASC proposed rule, all of the Addenda no
longer appear in the Federal Register as part of the annual OPPS/ASC proposed and
final rules to decrease administrative burden and reduce costs associated with publishing
lengthy tables. Instead, these Addenda are published and available only on the CMS
website. The Addenda relating to the OPPS are available at:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/index.html. The Addenda relating to the ASC payment
system are available at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/index.html.
Current Procedural Terminology (CPT) Copyright Notice

Throughout this final rule with comment period, we use CPT codes and
descriptions to refer to a variety of services. We note that CPT codes and descriptions
are copyright 2018 American Medical Association. All Rights Reserved. CPT isa

registered trademark of the American Medical Association (AMA). Applicable Federal



Acquisition Regulations (FAR and Defense Federal Acquisition Regulations (DFAR)
apply.
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I. Summary and Background

A. Executive Summary of This Document

1. Purpose

In this final rule with comment period, we are updating the payment policies and
payment rates for services furnished to Medicare beneficiaries in hospital outpatient
departments (HOPDs) and ambulatory surgical centers (ASCs), beginning
January 1, 2019. Section 1833(t) of the Social Security Act (the Act) requires us to
annually review and update the payment rates for services payable under the Hospital
Outpatient Prospective Payment System (OPPS). Specifically, section 1833(t)(9)(A) of
the Act requires the Secretary to review certain components of the OPPS not less often
than annually, and to revise the groups, relative payment weights, and the wage and other
adjustments that take into account changes in medical practices, changes in technologies,
and the addition of new services, new cost data, and other relevant information and
factors. In addition, under section 1833(i) of the Act, we annually review and update the
ASC payment rates. This final rule with comment period also includes additional policy
changes made in accordance with our experience with the OPPS and the ASC payment
system. We describe these and various other statutory authorities in the relevant sections
of this final rule with comment period. In addition, this final rule with comment period
updates and refines the requirements for the Hospital Outpatient Quality Reporting
(OQR) Program and the ASC Quality Reporting (ASCQR) Program.

In this final rule with comment period, two quality reporting policies that impact
inpatient hospitals are updated due to their time sensitivity. In the Hospital IQR Program,

we are updating the HCAHPS Survey measure by removing the Communication about



Pain questions from the HCAHPS Survey, which are used to assess patients’ experiences
of care, effective with October 2019 discharges for the FY 2021 payment determination
and subsequent years. This policy addresses public health concerns about opioid
overprescribing through patient pain management questions that were recommended for
removal in the President's Commission on Combating Drug Addiction and the Opioid
Crisis report. In addition, we are finalizing that we will not publicly report any data
collected from the Communication Abut Pain questions—a modification from what we
proposed. We also are retaining two measures that we proposed for removal in the
PCHQR Program beginning with the FY 2021 program year, the Catheter-Associated
Urinary Tract Infection (CAUTI) Outcome Measure and Central Line-Associated
Bloodstream Infection (CLABSI) Outcome Measure. This policy impacts infection
measurement and public reporting for PPS-exempt cancer hospitals and was deferred to
this rule from the CY 2019 IPPS/LTCH PPS final rule published in August 2018.
2. Improving Patient Outcomes and Reducing Burden Through Meaningful Measures
Regulatory reform and reducing regulatory burden are high priorities for CMS.
To reduce the regulatory burden on the healthcare industry, lower health care costs, and
enhance patient care, in October 2017, we launched the Meaningful Measures Initiative.*
This initiative is one component of our agency-wide Patients Over Paperwork Initiative,?
which is aimed at evaluating and streamlining regulations with a goal to reduce

unnecessary cost and burden, increase efficiencies, and improve beneficiary experience.

! Meaningful Measures webpage: https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-
Instruments/QualitylnitiativesGenlnfo/MMF/General-info-Sub-Page.html.

% Remarks by Administrator Seema Verma at the Health Care Payment Learning and Action Network
(LAN) Fall Summit, as prepared for delivery on October 30, 2017. Available at:
https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2017-Fact-Sheet-items/2017-10-
30.html.



The Meaningful Measures Initiative is aimed at identifying the highest priority areas for
quality measurement and quality improvement in order to assess the core quality of care
issues that are most vital to advancing our work to improve patient outcomes. The
Meaningful Measures Initiative represents a new approach to quality measures that
fosters operational efficiencies, and will reduce costs including, collection and reporting
burden, while producing quality measurement that is more focused on meaningful
outcomes.

The Meaningful Measures framework has the following objectives:

e Address high-impact measure areas that safeguard public health;

Patient-centered and meaningful to patients;

Outcome-based where possible;

Fulfill each program’s statutory requirements;

Minimize the level of burden for health care providers;

Significant opportunity for improvement;

e Address measure needs for population based payment through alternative
payment models; and

e Align across programs and/or with other payers.

In order to achieve these objectives, we have identified 19 Meaningful Measures

areas and mapped them to six overarching quality priorities, as shown in the table below.



Quality Priority

Meaningful Measure Area

Making Care Safer by Reducing Harm
Caused in the Delivery of Care

Healthcare-Associated Infections

Preventable Healthcare Harm

Strengthen Person and Family
Engagement as Partners in Their Care

Care is Personalized and Aligned with
Patient’s Goals

End of Life Care According to
Preferences

Patient’s Experience of Care

Patient Reported Functional Outcomes

Promote Effective Communication and
Coordination of Care

Medication Management

Admissions and Readmissions to
Hospitals

Transfer of Health Information and
Interoperability

Promote Effective Prevention and
Treatment of Chronic Disease

Preventive Care

Management of Chronic Conditions

Prevention, Treatment, and
Management of Mental Health

Prevention and Treatment of Opioid
and Substance Use Disorders

Risk Adjusted Mortality

Work with Communities to Promote
Best Practices of Healthy Living

Equity of Care

Community Engagement

Make Care Affordable

Appropriate Use of Healthcare

Patient-Focused Episode of Care

Risk Adjusted Total Cost of Care

By including Meaningful Measures in our programs, we believe that we can also

e Eliminating disparities;

Safeguarding public health;

Achieving cost savings;

Reducing burden.

address the following cross-cutting measure criteria:

Tracking measurable outcomes and impact;

Improving access for rural communities; and




We believe that the Meaningful Measures Initiative will improve outcomes for
patients, their families, and health care providers while reducing burden and costs for
clinicians and providers as well as promoting operational efficiencies.

We received numerous comments from stakeholders regarding the Meaningful
Measures Initiative and the impact of its implementation in CMS’ quality programs.
Many of these comments pertained to specific program proposals, and are discussed in
the appropriate program-specific sections of this final rule with comment period.
However, commenters also provided insights and recommendations for the ongoing
development of the Meaningful Measures Initiative generally, including: ensuring
transparency in public reporting and usability of publicly reported data; evaluating the
benefit of individual measures to patients via use in quality programs weighed against the
burden to providers of collecting and reporting that measure data; and identifying
additional opportunities for alignment across CMS quality programs. We look forward to
continuing to work with stakeholders to refine and further implement the Meaningful
Measures Initiative, and will take commenters’ insights and recommendations into
account moving forward.

3. Summary of the Major Provisions

e OPPS Update: For CY 2019, we are increasing the payment rates under the
OPPS by an outpatient department (OPD) fee schedule increase factor of 1.35 percent.
This increase factor is based on the final hospital inpatient market basket percentage
increase of 2.9 percent for inpatient services paid under the hospital inpatient prospective
payment system (IPPS), minus the multifactor productivity (MFP) adjustment of 0.8

percentage point, and minus a 0.75 percentage point adjustment required by the



Affordable Care Act. Based on this update, we estimate that total payments to OPPS
providers (including beneficiary cost-sharing and estimated changes in enrollment,
utilization, and case-mix) for CY 2019 will be approximately $74.1 billion, an increase of
approximately $5.8 billion compared to estimated CY 2018 OPPS payments.

We are continuing to implement the statutory 2.0 percentage point reduction in
payments for hospitals failing to meet the hospital outpatient quality reporting
requirements, by applying a reporting factor of 0.980 to the OPPS payments and
copayments for all applicable services.

e Comprehensive APCs: For CY 2019, we are creating three new comprehensive
APCs (C-APCs). These new C-APCs include ears, nose, and throat (ENT) and vascular
procedures. This increases the total number of C-APCs to 65.

e Changes to the Inpatient Only List: For CY 2019, we are removing four
procedures from the inpatient only list and adding one procedure to the list.

e Method to Control Unnecessary Increases in Volume of Outpatient Services:
To the extent that similar services are safely provided in more than one setting, it is not
prudent for the OPPS to pay more for such services because that leads to an unnecessary
increase in the number of those services provided in the OPPS setting. We believe that
capping the OPPS payment at the Physician Fee Schedule (PFS)-equivalent rate is an
effective method to control the volume of the unnecessary increases in certain services
because the payment differential that is driving the site-of-service decision will be
removed. In particular, we believe this method of capping payment will control
unnecessary volume increases both in terms of numbers of covered outpatient department

services furnished and costs of those services. Therefore, as we proposed, we are using



our authority under section 1833(t)(2)(F) of the Act to apply an amount equal to the
site-specific PFS payment rate for nonexcepted items and services furnished by a
nonexcepted off-campus provider-based department (PBD) of a hospital (the PFS
payment rate) for the clinic visit service, as described by HCPCS code G0463, when
provided at an off-campus PBD excepted from section 1833(t)(21) of the Act. We will
be phasing in the application of the reduction in payment for code G0463 in this setting
over 2 years. In CY 2019, the payment reduction will be transitioned by applying 50
percent of the total reduction in payment that would apply if these departments were paid
the site-specific PFS rate for the clinic visit service. In other words, these departments
will be paid 70 percent of the OPPS rate for the clinic visit service in CY 2019. In
CY 2020 and subsequent years, these departments will be paid the site-specific PFS rate
for the clinic visit service. That is, these departments will be paid 40 percent of the OPPS
rate for the clinic visit in CY 2020 and subsequent years. In addition to this proposal, we
solicited public comments on how to expand the application of the Secretary’s statutory
authority under section 1833(t)(2)(F) of the Act to additional items and services paid
under the OPPS that may represent unnecessary increases in OPD utilization. The public
comment we received will be considered for future rulemaking.

e Expansion of Clinical Families of Services at Excepted Off-Campus Provider-
Based Departments (PBDs) of a Hospital: For CY 2019, we proposed that if an excepted
off-campus PBD furnished items and services from a clinical family of services from
which it did not furnish items and services (and subsequently bill for those items and
services) during a baseline period, services from the new clinical family of services

would not be covered OPD services. Instead, services in the new clinical family of



services would be paid under the PFS. While we are not finalizing this proposal at this
time, we intend to monitor the expansion of services in excepted off-campus PBDs.

e Application of 340B Drug Payment Policy to Nonexcepted Off-Campus
Provider-Based Departments of a Hospital: For CY 2019, as we proposed, we are
paying the average sales price (ASP) minus 22.5 percent under the PFS for separately
payable 340B-acquired drugs furnished by nonexcepted, off-campus provider-based
departments (PBDs) of a hospital. This is consistent with the payment methodology
adopted in CY 2018 for 340B-acquired drugs furnished in hospital departments paid
under the OPPS.

e Payment Policy for Biosimilar Biological Products without Pass-Through
Status That Are Acquired under the 340B Program: For CY 2019, we are making
payment for nonpass-through biosimilars acquired under the 340B program at ASP minus
22.5 percent of the biosimilar’s own ASP rather than ASP minus 22.5 percent of the
reference product’s ASP.

e Payment of Drugs, Biologicals, and Radiopharmaceuticals If Average Sales
Price (ASP) Data Are Not Available: For CY 2019, we are making payment for
separately payable drugs and biologicals that do not have pass-through payment status
and are not acquired under the 340B Program at wholesale acquisition cost (WAC)+3
percent instead of WAC+6 percent if ASP data are not available. If WAC data are not
available for a drug or biological product, we are continuing our policy to pay for
separately payable drugs and biologicals at 95 percent of the average wholesale price

(AWP). Drugs and biologicals that are acquired under the 340B Program will continue to



be paid at ASP minus 22.5 percent, WAC minus 22.5 percent, or 69.46 percent of AWP,
as applicable.

e Device-Intensive Procedure Criteria: For CY 2019, we are modifying the
device-intensive criteria to allow procedures that involve single-use devices, regardless of
whether or not they remain in the body after the conclusion of the procedure, to qualify as
device-intensive procedures. We also are allowing procedures with a device offset
percentage of greater than 30 percent to qualify as device-intensive procedures.

e Device Pass-Through Payment Applications: For CY 2019, we evaluated
seven applications for device pass-through payments and based on public comments
received, we are approving one of these applications for device pass-through payment
status.

e New Technology APC Payment for Extremely Low-Volume Procedures: For
CY 2019 and future years, we are establishing a different payment methodology for
services assigned to New Technology APCs with fewer than 100 claims using our
equitable adjustment authority under section 1833(t)(2)(E) of the Act. We will use a
“smoothing methodology” based on multiple years of claims data to establish a more
stable rate for services assigned to New Technology APCs with fewer than 100 claims
per year under the OPPS. Under this policy, we will calculate the geometric mean costs,
the median costs, and the arithmetic mean costs for these procedures and adopt through
our annual rulemaking the most appropriate payment rate for the service using one of
these methodologies. We will use this approach to establish a payment rate for each
low-volume service both for purposes of assigning the service to a New Technology APC

and to a clinical APC at the conclusion of payment for the service through a New



Technology APC. In addition, we are excluding services assigned to New Technology
APCs from bundling into C-APC procedures.

e Cancer Hospital Payment Adjustment: For CY 2019, we are continuing to
provide additional payments to cancer hospitals so that the cancer hospital’s
payment-to-cost ratio (PCR) after the additional payments is equal to the weighted
average PCR for the other OPPS hospitals using the most recently submitted or settled
cost report data. However, section 16002(b) of the 21st Century Cures Act requires that
this weighted average PCR be reduced by 1.0 percentage point. Based on the data and
the required 1.0 percentage point reduction, we are providing that a target PCR of 0.88
will be used to determine the CY 2019 cancer hospital payment adjustment to be paid at
cost report settlement. That is, the payment adjustments will be the additional payments
needed to result in a PCR equal to 0.88 for each cancer hospital.

e Rural Adjustment: For 2019 and subsequent years, we are continuing the 7.1
percent adjustment to OPPS payments for certain rural SCHSs, including essential access
community hospitals (EACHSs). We intend to continue the 7.1 percent adjustment for
future years in the absence of data to suggest a different percentage adjustment should
apply.

e Ambulatory Surgical Center (ASC) Payment Update: For CYs 2019 through
2023, we are updating the ASC payment system using the hospital market basket update
instead of the CPI-U. However, during this 5-year period, we intend to examine whether
such adjustment leads to a migration of services from other settings to the ASC setting.
Using the hospital market basket methodology, for CY 2019, we are increasing payment

rates under the ASC payment system by 2.1 percent for ASCs that meet the quality



reporting requirements under the ASCQR Program. This increase is based on a hospital
market basket percentage increase of 2.9 percent minus a MFP adjustment required by
the Affordable Care Act of 0.8 percentage point.

Based on this update, we estimate that total payments to ASCs (including
beneficiary cost-sharing and estimated changes in enrollment, utilization, and case-mix)
for CY 2019 will be approximately $4.85 billion, an increase of approximately $200
million compared to estimated CY 2018 Medicare payments to ASCs. We note that the
CY 2019 ASC payment update, under our prior policy, would have been 1.8 percent,
based on a projected CPI-U update of 2.6 percent minus a MFP adjustment required by
the Affordable Care Act of 0.8 percentage point. In addition, we will continue to assess
the feasibility of collaborating with stakeholders to collect ASC cost data in a minimally
burdensome manner for future policy development.

e Changes to the List of ASC Covered Surgical Procedures: For CY 2019, we
are revising our definition of “surgery” in the ASC payment system to account for certain
“surgery-like” procedures that are assigned codes outside the Current Procedural
Terminology (CPT) surgical range. In addition, as we proposed, we are adding 12
cardiac catheterization procedures, and, in response to public comments, an additional
5 related procedures to the ASC covered procedures list. At this time, we are not
finalizing our proposal to establish an additional review of recently added procedures to
the ASC covered procedures list.

e Payment for Non-Opioid Pain Management Therapy: For CY 2019, in
response to the recommendation from the President’s Commission on Combating Drug

Addiction and the Opioid Crisis, we are changing the packaging policy for certain drugs



when administered in the ASC setting and providing separate payment for non-opioid
pain management drugs that function as a supply when used in a surgical procedure when
the procedure is performed in an ASC.

e Hospital Outpatient Quality Reporting (OQR) Program: For the Hospital
OQR Program, we are making changes effective with this final rule with comment period
and for the CY 2019, CY 2020, and CY 2021 payment determinations and subsequent
years. Effective on the effective date of this final rule with comment period, we are
codifying several previously established policies: to retain measures from a previous
year’s Hospital OQR Program measure set for subsequent years’ measure sets at
42 CFR 419.46(h)(1); to use the rulemaking process to remove a measure for
circumstances for which we do not believe that continued use of a measure raises specific
patient safety concerns at 42 CFR 419.46(h)(3); and to immediately remove measures as
a result of patient safety concerns at 42 CFR 419.46(h)(2). Effective on the effective date
of this final rule with comment period, we also are updating measure removal Factor 7;
adding a new removal Factor 8; and codifying our measure removal policies and factors.
We also are providing clarification of our criteria for “topped-out” measures. These
changes align the Hospital OQR Program measure removal factors with those used in the
ASCQR Program.

Beginning with CY 2019, we are updating the frequency with which we will
release a Hospital OQR Program Specifications Manual, such that it will occur every
12 months — a modification from what we proposed.

For the CY 2020 payment determination and subsequent years, we are updating

the participation status requirements by removing the Notice of Participation (NOP)



form; extending the reporting period for the OP-32: Facility Seven-Day
Risk-Standardized Hospital Visit Rate after Outpatient Colonoscopy measure to 3 years;
and removing the OP-27: Influenza Vaccination Coverage Among Healthcare Personnel
measure.

Beginning with the CY 2021 payment determination and subsequent years, we are
removing the following seven measures: OP-5: Median Time to ECG; OP-9:
Mammography Follow-up Rates; OP-11: Thorax CT Use of Contrast Material; OP-12:
The Ability for Providers with HIT to Receive Laboratory Data Electronically Directly
into Their Qualified/Certified EHR System as Discrete Searchable Data; OP-14:
Simultaneous Use of Brain Computed Tomography (CT) and Sinus CT; OP-17: Tracking
Clinical Results between Visits; and OP-30: Endoscopy/Polyp Surveillance: Colonoscopy
Interval for Patients with a History of Adenomatous Polyps - Avoidance of Inappropriate
Use. We are not finalizing our proposals to remove the OP"29 or OP-31 measures.

e Ambulatory Surgical Center Quality Reporting (ASCQR) Program: For the
ASCQR Program, we are making changes in policies effective with this final rule with
comment period and for the CY 2019, CY 2020, and CY 2021 payment determinations
and subsequent years. Effective on the effective date of this final rule with comment
period, we are removing one measure removal factor; adding two new measure removal
factors; and updating the regulations to better reflect our measure removal policies. We
also are making one clarification to measure removal Factor 1. These changes align the
ASCQR Program measure removal factors with those used in the Hospital OQR

Program.



Beginning with the CY 2020 payment determination and subsequent years, we are
extending the reporting period for the ASC-12: Facility Seven-Day Risk-Standardized
Hospital Visit Rate after Outpatient Colonoscopy measure to 3 years; and removing the
ASC-8: Influenza Vaccination Coverage Among Healthcare Personnel measure.

Beginning with the CY 2021 payment determination and subsequent years, we are
removing the ASC-10: Endoscopy/Polyp Surveillance: Colonoscopy Interval for Patients
with a History of Adenomatous Polyps - Avoidance of Inappropriate Use measure. We
are not finalizing our proposals to remove the following measures: ASC-9:
Endoscopy/Polyp Surveillance Follow-up Interval for Normal Colonoscopy in Average
Risk Patients and ASC-11: Cataracts - Improvement in Patient's Visual Function within
90 Days Following Cataract Surgery. We also are not finalizing our proposals to remove
the following measures: ASC-1: Patient Burn; ASC-2: Patient Fall; ASC-3: Wrong Site,
Wrong Side, Wrong Patient, Wrong Procedure, Wrong Implant; and ASC-4: All-Cause
Hospital Transfer/Admission, but are retaining these measures in the ASCQR Program
and suspending data collection for them until further action in rulemaking with the goal
of revising the measures.

e Hospital Inpatient Quality Reporting (IQR) Program Update: In this final rule
with comment period, we are finalizing a modification of our proposals to update the
HCAHPS Survey measure by finalizing the removal of the Communication About Pain
questions from the HCAHPS Survey for the Hospital IQR Program, effective with
October 2019 discharges for the FY 2021 payment determination and subsequent years.

In addition, instead of publicly reporting the data from October 2020 until October 2022



and then subsequently discontinuing reporting as proposed, we are finalizing that we will
not publicly report any data collected from the Communication About Pain questions.
4. Summary of Costs and Benefits

In sections XXI. and XXII. of this CY 2019 OPPS/ASC final rule with comment
period, we set forth a detailed analysis of the regulatory and Federalism impacts that the
changes will have on affected entities and beneficiaries. Key estimated impacts are
described below.

a. Impacts of All OPPS Changes

Table 62 in section XXI. of this final rule with comment period displays the
distributional impact of all the OPPS changes on various groups of hospitals and CMHCs
for CY 2019 compared to all estimated OPPS payments in CY 2018. We estimate that
the policies in this final rule with comment period will result in a 0.6 percent overall
increase in OPPS payments to providers. We estimate that total OPPS payments for
CY 2019, including beneficiary cost-sharing, to the approximately 3,840 facilities paid
under the OPPS (including general acute care hospitals, children’s hospitals, cancer
hospitals, and CMHCs) will increase by approximately $360 million compared to
CY 2018 payments, excluding our estimated changes in enrollment, utilization, and
case-mix.

We estimated the isolated impact of our OPPS policies on CMHCs because
CMHC:s are only paid for partial hospitalization services under the OPPS. Continuing the
provider-specific structure we adopted beginning in CY 2011, and basing payment fully
on the type of provider furnishing the service, we estimate a 15.1 percent decrease in

CY 2019 payments to CMHCs relative to their CY 2018 payments.



b. Impacts of the Updated Wage Indexes

We estimate that our update of the wage indexes based on the FY 2019 IPPS final
rule wage indexes will result in no estimated payment change for urban hospitals under
the OPPS and an estimated decrease of 0.2 percent for rural hospitals. These wage
indexes include the continued implementation of the OMB labor market area delineations
based on 2010 Decennial Census data, with updates, as discussed in section II.C. of this
final rule with comment period.
c. Impacts of the Rural Adjustment and the Cancer Hospital Payment Adjustment

There are no significant impacts of our CY 2019 payment policies for hospitals
that are eligible for the rural adjustment or for the cancer hospital payment adjustment.
We are not making any change in policies for determining the rural hospital payment
adjustments. While we are implementing the required reduction to the cancer hospital
payment adjustment required by section 16002 of the 21% Century Cures Act for
CY 2019, the target payment-to-cost ratio (PCR) for CY 2019 remains the same as in
CY 2018 and therefore does not impact the budget neutrality adjustments.
d. Impacts of the OPD Fee Schedule Increase Factor

For the CY 2019 OPPS/ASC, we are establishing an OPD fee schedule increase
factor of 1.35 percent and applying that increase factor to the conversion factor for
CY 2019. As aresult of the OPD fee schedule increase factor and other budget neutrality
adjustments, we estimate that rural and urban hospitals will experience an increase of
approximately 1.4 percent for urban hospitals and 1.3 percent for rural hospitals.
Classifying hospitals by teaching status, we estimate nonteaching hospitals will

experience an increase of 1.4 percent, minor teaching hospitals will experience an



increase of 1.3 percent, and major teaching hospitals will experience an increase of 1.5
percent. We also classified hospitals by the type of ownership. We estimate that
hospitals with voluntary ownership, hospitals with proprietary ownership, and hospitals
with government ownership will all experience an increase of 1.4 percent in payments.
e. Impacts of the Policy to Control for Unnecessary Increases in the VVolume of
Outpatient Services

In section X.B. of this CY 2019 OPPS/ASC final rule with comment period, we
discuss our CY 2019 proposal and finalized policies to control for unnecessary increases
in the volume of outpatient service by paying for clinic visits furnished at an off-campus
PBD of a hospital at a PFS-equivalent rate under the OPPS rather than at the standard
OPPS rate. As a result of this finalized policy, we estimated decreases of 0.6 percent to
urban hospitals, and estimated decreases of 0.6 percent to rural hospitals, with the
estimated effect for individual groups of hospitals depending on the volume of clinic
visits provided at the hospitals’ off-campus PBDs.
f. Impacts of the ASC Payment Update

For impact purposes, the surgical procedures on the ASC list of covered
procedures are aggregated into surgical specialty groups using CPT and HCPCS code
range definitions. The percentage change in estimated total payments by specialty groups
under the CY 2019 payment rates, compared to estimated CY 2018 payment rates,
generally ranges between an increase of 1 and 3 percent, depending on the service, with
some exceptions. We estimate the impact of applying the hospital market basket update

to ASC payment rates will increase payments by $80 million under the ASC payment



system in CY 2019, compared to an increase of $60 million if we had applied an update
based on CPI-U.
c. Impact of the Changes to the Hospital OQR Program

Across 3,300 hospitals participating in the Hospital OQR Program, we estimate
that our requirements will result in the following changes to costs and burdens related to
information collection for the Hospital OQR Program compared to previously adopted
requirements: (1) no change in the total collection of information burden or costs for the
CY 2020 payment determination; (2) a total collection of information burden reduction of
681,735 hours and a total collection of information cost reduction of approximately $24.9
million for the CY 2021 payment determination due to the removal of four measures:
OP-5, OP-12, OP-17, and OP-30.

Further, we anticipate that the removal of a total of eight measures will result in a
reduction in costs unrelated to information collection. For example, it may be costly for
health care providers to track the confidential feedback, preview reports, and publicly
reported information on a measure where we use the measure in more than one program.
Also, when measures are in multiple programs, maintaining the specifications for those
measures, as well as the tools we need to collect, validate, analyze, and publicly report
the measure data may result in costs to CMS. In addition, beneficiaries may find it
confusing to see public reporting on the same measure in different programs.

d. Impact of the Changes to the ASCQR Program

Across 3,937 ASCs participating in the ASCQR Program, we estimate that our

requirements will result in the following changes to costs and burdens related to

information collection for the ASCQR Program, compared to previously adopted



requirements: (1) no change in the total collection of information burden or costs for the
CY 2020 payment determination; (2) a total collection of information burden reduction of
62,008 hours and a total collection of information cost reduction of approximately
$2,268,244 for the CY 2021 payment determination due to the removal of ASC-10.

Further, we anticipate that the removal of ASC-10 will result in a reduction in
costs unrelated to information collection. For example, it may be costly for health care
providers to track the confidential feedback, preview reports, and publicly reported
information on a measure where we use the measure in more than one program. Also,
when measures are in multiple programs, maintaining the specifications for those
measures as well as the tools we need to collect, analyze, and publicly report the measure
data may result in costs to CMS. In addition, beneficiaries may find it confusing to see
public reporting on the same measure in different programs.

B. Legislative and Requlatory Authority for the Hospital OPPS

When Title XVII1 of the Social Security Act was enacted, Medicare payment for
hospital outpatient services was based on hospital-specific costs. In an effort to ensure
that Medicare and its beneficiaries pay appropriately for services and to encourage more
efficient delivery of care, the Congress mandated replacement of the reasonable
cost-based payment methodology with a prospective payment system (PPS). The
Balanced Budget Act of 1997 (BBA) (Pub. L. 105-33) added section 1833(t) to the Act,
authorizing implementation of a PPS for hospital outpatient services. The OPPS was first
implemented for services furnished on or after August 1, 2000. Implementing regulations

for the OPPS are located at 42 CFR parts 410 and 419.



The Medicare, Medicaid, and SCHIP Balanced Budget Refinement Act of 1999
(BBRA) (Pub. L. 106-113) made major changes in the hospital OPPS. The following
Acts made additional changes to the OPPS: the Medicare, Medicaid, and SCHIP
Benefits Improvement and Protection Act of 2000 (BIPA) (Pub. L. 106-554); the
Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (MMA)
(Pub. L. 108-173); the Deficit Reduction Act of 2005 (DRA) (Pub. L. 109-171), enacted
on February 8, 2006; the Medicare Improvements and Extension Act under Division B of
Title | of the Tax Relief and Health Care Act of 2006 (MIEA-TRHCA) (Pub. L.
109-432), enacted on December 20, 2006; the Medicare, Medicaid, and SCHIP Extension
Act of 2007 (MMSEA) (Pub. L. 110-173), enacted on December 29, 2007; the Medicare
Improvements for Patients and Providers Act of 2008 (MIPPA) (Pub. L. 110-275),
enacted on July 15, 2008; the Patient Protection and Affordable Care Act
(Pub. L. 111-148), enacted on March 23, 2010, as amended by the Health Care and
Education Reconciliation Act of 2010 (Pub. L. 111-152), enacted on March 30, 2010
(these two public laws are collectively known as the Affordable Care Act); the Medicare
and Medicaid Extenders Act of 2010 (MMEA, Pub. L. 111-309); the Temporary Payroll
Tax Cut Continuation Act of 2011 (TPTCCA, Pub. L. 112-78), enacted on
December 23, 2011; the Middle Class Tax Relief and Job Creation Act of 2012
(MCTRJCA, Pub. L. 112-96), enacted on February 22, 2012; the American Taxpayer
Relief Act of 2012 (Pub. L. 112-240), enacted January 2, 2013; the Pathway for SGR
Reform Act of 2013 (Pub. L. 113-67) enacted on December 26, 2013; the Protecting
Access to Medicare Act of 2014 (PAMA, Pub. L. 113-93), enacted on March 27, 2014;

the Medicare Access and CHIP Reauthorization Act (MACRA) of 2015 (Pub. L. 114-10),



enacted April 16, 2015; the Bipartisan Budget Act of 2015 (Pub. L. 114-74), enacted
November 2, 2015; the Consolidated Appropriations Act, 2016 (Pub. L. 114-113),
enacted on December 18, 2015, the 21* Century Cures Act (Pub. L. 114-255), enacted on
December 13, 2016, the Consolidated Appropriations Act, 2018 (Pub. L. 115-141),
enacted on March 23, 2018, and the Substance Use-Disorder Prevention that Promotes
Opioid Recovery and Treatment for Patients and Communities Act (Pub. L. 115-271),
enacted on October 24, 2018.

Under the OPPS, we generally pay for hospital Part B services on a
rate-per-service basis that varies according to the APC group to which the service is
assigned. We use the Healthcare Common Procedure Coding System (HCPCS) (which
includes certain Current Procedural Terminology (CPT) codes) to identify and group the
services within each APC. The OPPS includes payment for most hospital outpatient
services, except those identified in section I.C. of this final rule with comment period.
Section 1833(t)(1)(B) of the Act provides for payment under the OPPS for hospital
outpatient services designated by the Secretary (which includes partial hospitalization
services furnished by CMHCs), and certain inpatient hospital services that are paid under
Medicare Part B.

The OPPS rate is an unadjusted national payment amount that includes the
Medicare payment and the beneficiary copayment. This rate is divided into a
labor-related amount and a nonlabor-related amount. The labor-related amount is
adjusted for area wage differences using the hospital inpatient wage index value for the

locality in which the hospital or CMHC is located.



All services and items within an APC group are comparable clinically and with
respect to resource use (section 1833(t)(2)(B) of the Act). In accordance with
section 1833(t)(2)(B) of the Act, subject to certain exceptions, items and services within
an APC group cannot be considered comparable with respect to the use of resources if the
highest median cost (or mean cost, if elected by the Secretary) for an item or service in
the APC group is more than 2 times greater than the lowest median cost (or mean cost, if
elected by the Secretary) for an item or service within the same APC group (referred to as
the “2 times rule”). In implementing this provision, we generally use the cost of the item
or service assigned to an APC group.

For new technology items and services, special payments under the OPPS may be
made in one of two ways. Section 1833(t)(6) of the Act provides for temporary
additional payments, which we refer to as “transitional pass-through payments,” for at
least 2 but not more than 3 years for certain drugs, biological agents, brachytherapy
devices used for the treatment of cancer, and categories of other medical devices. For
new technology services that are not eligible for transitional pass-through payments, and
for which we lack sufficient clinical information and cost data to appropriately assign
them to a clinical APC group, we have established special APC groups based on costs,
which we refer to as New Technology APCs. These New Technology APCs are
designated by cost bands which allow us to provide appropriate and consistent payment
for designated new procedures that are not yet reflected in our claims data. Similar to
pass-through payments, an assignment to a New Technology APC is temporary; that is,
we retain a service within a New Technology APC until we acquire sufficient data to

assign it to a clinically appropriate APC group.



C. Excluded OPPS Services and Hospitals

Section 1833(t)(1)(B)(i) of the Act authorizes the Secretary to designate the
hospital outpatient services that are paid under the OPPS. While most hospital outpatient
services are payable under the OPPS, section 1833(t)(1)(B)(iv) of the Act excludes
payment for ambulance, physical and occupational therapy, and speech-language
pathology services, for which payment is made under a fee schedule. It also excludes
screening mammography, diagnostic mammography, and effective January 1, 2011, an
annual wellness visit providing personalized prevention plan services. The Secretary
exercises the authority granted under the statute to also exclude from the OPPS certain
services that are paid under fee schedules or other payment systems. Such excluded
services include, for example, the professional services of physicians and nonphysician
practitioners paid under the Medicare Physician Fee Schedule (MPFS); certain laboratory
services paid under the Clinical Laboratory Fee Schedule (CLFS); services for
beneficiaries with end-stage renal disease (ESRD) that are paid under the ESRD
prospective payment system; and services and procedures that require an inpatient stay
that are paid under the hospital IPPS. In addition, section 1833(t)(1)(B)(v) of the Act
does not include applicable items and services (as defined in subparagraph (A) of
paragraph (21)) that are furnished on or after January 1, 2017 by an off-campus
outpatient department of a provider (as defined in subparagraph (B) of paragraph (21).
We set forth the services that are excluded from payment under the OPPS in regulations
at 42 CFR 419.22.

Under § 419.20(b) of the regulations, we specify the types of hospitals that are

excluded from payment under the OPPS. These excluded hospitals include:



e Critical access hospitals (CAHSs);

e Hospitals located in Maryland and paid under the Maryland All-Payer Model;

e Hospitals located outside of the 50 States, the District of Columbia, and Puerto
Rico; and

e Indian Health Service (IHS) hospitals.



D. Prior Rulemaking

On April 7, 2000, we published in the Federal Register a final rule with
comment period (65 FR 18434) to implement a prospective payment system for hospital
outpatient services. The hospital OPPS was first implemented for services furnished on
or after August 1, 2000. Section 1833(t)(9)(A) of the Act requires the Secretary to
review certain components of the OPPS, not less often than annually, and to revise the
groups, relative payment weights, and the wage and other adjustments that take into
account changes in medical practices, changes in technologies, and the addition of new
services, new cost data, and other relevant information and factors.

Since initially implementing the OPPS, we have published final rules in the
Federal Register annually to implement statutory requirements and changes arising from
our continuing experience with this system. These rules can be viewed on the CMS
website at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/Hospital-Outpatient-Regulations-and-Notices.html.

E. Advisory Panel on Hospital Outpatient Payment (the HOP Panel or the Panel)

1. Authority of the Panel

Section 1833(t)(9)(A) of the Act, as amended by section 201(h) of
Pub. L. 106-113, and redesignated by section 202(a)(2) of Pub. L. 106-113, requires that
we consult with an external advisory panel of experts to annually review the clinical
integrity of the payment groups and their weights under the OPPS. In CY 2000, based on
section 1833(t)(9)(A) of the Act, the Secretary established the Advisory Panel on
Ambulatory Payment Classification Groups (APC Panel) to fulfill this requirement. In

CY 2011, based on section 222 of the Public Health Service Act, which gives



discretionary authority to the Secretary to convene advisory councils and committees, the
Secretary expanded the panel’s scope to include the supervision of hospital outpatient
therapeutic services in addition to the APC groups and weights. To reflect this new role
of the panel, the Secretary changed the panel’s name to the Advisory Panel on Hospital
Outpatient Payment (the HOP Panel or the Panel). The HOP Panel is not restricted to
using data compiled by CMS, and in conducting its review, it may use data collected or
developed by organizations outside the Department.
2. Establishment of the Panel

On November 21, 2000, the Secretary signed the initial charter establishing the
Panel, and, at that time, named the APC Panel. This expert panel is composed of
appropriate representatives of providers (currently employed full-time, not as consultants,
in their respective areas of expertise) who review clinical data and advise CMS about the
clinical integrity of the APC groups and their payment weights. Since CY 2012, the
Panel also is charged with advising the Secretary on the appropriate level of supervision
for individual hospital outpatient therapeutic services. The Panel is technical in nature,
and it is governed by the provisions of the Federal Advisory Committee Act (FACA).
The current charter specifies, among other requirements, that the Panel--

e May advise on the clinical integrity of Ambulatory Payment Classification
(APC) groups and their associated weights;

e May advise on the appropriate supervision level for hospital outpatient
services;

e Continues to be technical in nature;

e Is governed by the provisions of the FACA;



e Has a Designated Federal Official (DFO); and

e [s chaired by a Federal Official designated by the Secretary.

The Panel’s charter was amended on November 15, 2011, renaming the Panel and
expanding the Panel’s authority to include supervision of hospital outpatient therapeutic
services and to add critical access hospital (CAH) representation to its membership. The
Panel’s charter was also amended on November 6, 2014 (80 FR 23009), and the number
of members was revised from up to 19 to up to 15 members. The Panel’s current charter
was approved on November 21, 2016, for a 2-year period (81 FR 94378).

The current Panel membership and other information pertaining to the Panel,
including its charter, Federal Register notices, membership, meeting dates, agenda
topics, and meeting reports, can be viewed on the CMS website at:

https://www.cms.qgov/Requlations-and-

Guidance/Guidance/FACA/AdvisoryPanelonAmbulatoryPaymentClassificationGroups.ht

ml.
3. Panel Meetings and Organizational Structure

The Panel has held many meetings, with the last meeting taking place on
August 20, 2018. Prior to each meeting, we publish a notice in the Federal Register to
announce the meeting and, when necessary, to solicit nominations for Panel membership,
to announce new members and to announce any other changes of which the public should
be aware. Beginning in CY 2017, we have transitioned to one meeting per year

(81 FR 31941). Further information on the 2018 summer meeting can be found in the

meeting notice titled “Medicare Program: Announcement of the Advisory Panel on



Hospital Outpatient Payment (the Panel) Meeting on August 20-21, 2018
(83 FR 19785).

In addition, the Panel has established an operational structure that, in part,
currently includes the use of three subcommittees to facilitate its required review process.
The three current subcommittees include the following:

e APC Groups and Status Indicator Assignments Subcommittee, which advises
the Panel on the appropriate status indicators to be assigned to HCPCS codes, including
but not limited to whether a HCPCS code or a category of codes should be packaged or
separately paid, as well as the appropriate APC assignment of HCPCS codes regarding
services for which separate payment is made;

e Data Subcommittee, which is responsible for studying the data issues
confronting the Panel and for recommending options for resolving them; and

e Visits and Observation Subcommittee, which reviews and makes
recommendations to the Panel on all technical issues pertaining to observation services
and hospital outpatient visits paid under the OPPS.

Each of these subcommittees was established by a majority vote from the full
Panel during a scheduled Panel meeting, and the Panel recommended at the
August 20, 2018 meeting that the subcommittees continue. We accepted this
recommendation.

Discussions of the other recommendations made by the Panel at the
August 20, 2018 Panel meeting, namely CPT codes and a comprehensive APC for
autologous hematopoietic stem cell transplantation, OPPS payment for outpatient clinic

visits and restrictions to service line expansions, and packaging policies, were discussed



in the CY 2019 OPPS/ASC proposed rule (83 FR 37138 through 37143) or are included
in the sections of this final rule with comment period that are specific to each
recommendation. For discussions of earlier Panel meetings and recommendations, we
refer readers to previously published OPPS/ASC proposed and final rules, the CMS
website mentioned earlier in this section, and the FACA database at

http://facadatabase.gov.

F. Public Comments Received in Response to the CY 2019 OPPS/ASC Proposed Rule

We received over 2,990 timely pieces of correspondence on the CY 2019
OPPS/ASC proposed rule that appeared in the Federal Register on July 31, 2018
(83 FR 37046). We note that we received some public comments that were outside the
scope of the CY 2019 OPPS/ASC proposed rule. Out-of-scope public comments are not
addressed in this CY 2019 OPPS/ASC final rule with comment period. Summaries of
those public comments that are within the scope of the proposed rule and our responses
are set forth in the various sections of this final rule with comment period under the

appropriate headings.



G. Public Comments Received on the CY 2018 OPPS/ASC Final Rule with Comment

Period

We received over 125 timely pieces of correspondence on the CY 2018
OPPS/ASC final rule with comment period that appeared in the Federal Register on
December 14, 2017 (82 FR 59216), some of which contained comments on the interim
APC assignments and/or status indicators of new or replacement Level 11 HCPCS codes
(identified with comment indicator “NI” in OPPS Addendum B, ASC Addendum AA,
and ASC Addendum BB to that final rule). Summaries of the public comments are set
forth in the CY 2019 proposed rule and this final rule with comment period under the
appropriate subject matter headings.
I1. Updates Affecting OPPS Payments

A. Recalibration of APC Relative Payment Weights

1. Database Construction
a. Database Source and Methodology

Section 1833(t)(9)(A) of the Act requires that the Secretary review not less often
than annually and revise the relative payment weights for APCs. In the April 7, 2000
OPPS final rule with comment period (65 FR 18482), we explained in detail how we
calculated the relative payment weights that were implemented on August 1, 2000 for
each APC group.

In the CY 2019 OPPS/ASC proposed rule (83 FR 37055), for CY 2019, we
proposed to recalibrate the APC relative payment weights for services furnished on or
after January 1, 2019, and before January 1, 2020 (CY 2019), using the same basic

methodology that we described in the CY 2018 OPPS/ASC final rule with comment



period (82 FR 52367 through 52370), using updated CY 2017 claims data. That is, as we
proposed, we recalibrate the relative payment weights for each APC based on claims and
cost report data for hospital outpatient department (HOPD) services, using the most
recent available data to construct a database for calculating APC group weights.

For the purpose of recalibrating the APC relative payment weights for CY 2019,
we began with approximately 163 million final action claims (claims for which all
disputes and adjustments have been resolved and payment has been made) for HOPD
services furnished on or after January 1, 2017, and before January 1, 2018, before
applying our exclusionary criteria and other methodological adjustments. After the
application of those data processing changes, we used approximately 86 million final
action claims to develop the proposed CY 2019 OPPS payment weights. For exact
numbers of claims used and additional details on the claims accounting process, we refer
readers to the claims accounting narrative under supporting documentation for the
CY 2019 OPPS/ASC proposed rule on the CMS website at:

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/HospitalOutpatientPPS/index.html.

Addendum N to the proposed rule (which is available via the Internet on the CMS
website) included the proposed list of bypass codes for CY 2019. The proposed list of
bypass codes contained codes that were reported on claims for services in CY 2017 and,
therefore, included codes that were in effect in CY 2017 and used for billing, but were
deleted for CY 2018. We retained these deleted bypass codes on the proposed CY 2019
bypass list because these codes existed in CY 2017 and were covered OPD services in

that period, and CY 2017 claims data were used to calculate CY 2019 payment rates.



Keeping these deleted bypass codes on the bypass list potentially allows us to create more
“pseudo” single procedure claims for ratesetting purposes. “Overlap bypass codes” that
are members of the proposed multiple imaging composite APCs were identified by
asterisks (*) in the third column of Addendum N to the proposed rule. HCPCS codes that
we proposed to add for CY 2019 were identified by asterisks (*) in the fourth column of
Addendum N.

In the CY 2019 OPPS/ASC proposed rule, we did not propose to remove any
codes from the CY 2019 bypass list.

We did not receive any public comments on our general proposal to recalibrate
the relative payment weights for each APC based on claims and cost report data for
HOPD services or on our proposed bypass code process. Therefore, we are adopting as
final the proposed “pseudo” single claims process and the final CY 2019 bypass list of
169 HCPCS codes, as displayed in Addendum N to this final rule with comment period
(which is available via the Internet on the CMS website). For this final rule with
comment period, for purposes of recalibrating the final APC relative payment weights for
CY 2019, we used approximately 91 million final action claims (claims for which all
disputes and adjustments have been resolved and payment has been made) for HOPD
services furnished on or after January 1, 2017 and before January 1, 2018. For exact
numbers of claims used and additional details on the claims accounting process, we refer
readers to the claims accounting narrative under supporting documentation for this
CY 2019 OPPS/ASC final rule with comment period on the CMS website at:

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/HospitalOutpatientPPS/index.html.




b. Calculation and Use of Cost-to-Charge Ratios (CCRs)

For CY 2019, in the CY 2019 OPPS/ASC proposed rule (83 FR 37055), we
proposed to continue to use the hospital-specific overall ancillary and departmental
cost-to-charge ratios (CCRs) to convert charges to estimated costs through application of
a revenue code-to-cost center crosswalk. To calculate the APC costs on which the
CY 2019 APC payment rates are based, we calculated hospital-specific overall ancillary
CCRs and hospital-specific departmental CCRs for each hospital for which we had
CY 2017 claims data by comparing these claims data to the most recently available
hospital cost reports, which, in most cases, are from CY 2016. For the proposed
CY 2019 OPPS payment rates, we used the set of claims processed during CY 2017. We
applied the hospital-specific CCR to the hospital’s charges at the most detailed level
possible, based on a revenue code-to-cost center crosswalk that contains a hierarchy of
CCRs used to estimate costs from charges for each revenue code. That crosswalk is
available for review and continuous comment on the CMS website at:

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/HospitalOutpatientPPS/index.html.

To ensure the completeness of the revenue code-to-cost center crosswalk, we
reviewed changes to the list of revenue codes for CY 2017 (the year of claims data we
used to calculate the proposed CY 2019 OPPS payment rates) and found that the National
Uniform Billing Committee (NUBC) did not add any new revenue codes to the NUBC
2017 Data Specifications Manual.

In accordance with our longstanding policy, we calculate CCRs for the standard

and nonstandard cost centers accepted by the electronic cost report database. In general,



the most detailed level at which we calculate CCRs is the hospital-specific departmental
level. For a discussion of the hospital-specific overall ancillary CCR calculation, we
refer readers to the CY 2007 OPPS/ASC final rule with comment period (71 FR 67983
through 67985). The calculation of blood costs is a longstanding exception (since the

CY 2005 OPPS) to this general methodology for calculation of CCRs used for converting
charges to costs on each claim. This exception is discussed in detail in the CY 2007
OPPS/ASC final rule with comment period and discussed further in section 11.A.2.a.(1) of
the proposed rule and this final rule with comment period.

In the CY 2014 OPPS/ASC final rule with comment period (78 FR 74840 through
74847), we finalized our policy of creating new cost centers and distinct CCRs for
implantable devices, magnetic resonance imaging (MRIs), computed tomography (CT)
scans, and cardiac catheterization. However, in response to the CY 2014 OPPS/ASC
proposed rule, commenters reported that some hospitals currently use an imprecise
“square feet” allocation methodology for the costs of large moveable equipment like CT
scan and MRI machines. They indicated that while CMS recommended using two
alternative allocation methods, “direct assignment” or “dollar value,” as a more accurate
methodology for directly assigning equipment costs, industry analysis suggested that
approximately only half of the reported cost centers for CT scans and MRIs rely on these
preferred methodologies. In response to concerns from commenters, we finalized a
policy for the CY 2014 OPPS to remove claims from providers that use a cost allocation
method of “square feet” to calculate CCRs used to estimate costs associated with the
APCs for CT and MRI (78 FR 74847). Further, we finalized a transitional policy to

estimate the imaging APC relative payment weights using only CT and MRI cost data



from providers that do not use “square feet” as the cost allocation statistic. We provided
that this finalized policy would sunset in 4 years to provide a sufficient time for hospitals
to transition to a more accurate cost allocation method and for the related data to be
available for ratesetting purposes (78 FR 74847). Therefore, beginning CY 2018, with
the sunset of the transition policy, we would estimate the imaging APC relative payment
weights using cost data from all providers, regardless of the cost allocation statistic
employed. However, in the CY 2018 OPPS/ASC final rule with comment period

(82 FR 59228 and 59229), we finalized a policy to extend the transition policy for

1 additional year and continued to remove claims from providers that use a cost
allocation method of “square feet” to calculate CT and MRI CCRs for the CY 2018
OPPS.

As we discussed in the CY 2018 OPPS/ASC final rule with comment period
(82 FR 59228), some stakeholders have raised concerns regarding using claims from all
providers to calculate CT and MRI CCRs, regardless of the cost allocations statistic
employed (78 FR 74840 through 74847). Stakeholders noted that providers continue to
use the “square feet” cost allocation method and that including claims from such
providers would cause significant reductions in the imaging APC payment rates.

Table 1 below demonstrates the relative effect on imaging APC payments after
removing cost data for providers that report CT and MRI standard cost centers using
“square feet” as the cost allocation method by extracting HCRIS data on Worksheet B—1.
Table 2 below provides statistical values based on the CT and MRI standard cost center

CCRs using the different cost allocation methods.



TABLE 1.—PERCENTAGE CHANGE IN ESTIMATE COST FOR CT AND MRI
APCs WHEN EXCLUDING CLAIMS FROM PROVIDER USING “SQUARE
FEET” AS THE COST ALLOCATION METHOD

Percentage
APC APC Descriptor Change
5521 Level 1 Imaging without Contrast -4.0%
5522 Level 2 Imaging without Contrast 5.6%
5523 Level 3 Imaging without Contrast 4.2%
5524 Level 4 Imaging without Contrast 5.3%
5571 Level 1 Imaging with Contrast 7.8%
5572 Level 2 Imaging with Contrast 8.3%
5573 Level 3 Imaging with Contrast 2.8%
8005 CT and CTA without Contrast Composite 14.1%
8006 CT and CTA with Contrast Composite 11.5%
8007 MRI and MRA without Contrast Composite 6.5%
8008 MRI and MRA with Contrast Composite 6.8%

TABLE 2—CCR STATISTICAL VALUES BASED ON USE OF DIFFERENT
COST ALLOCATION METHODS

CT MRI
Cost Allocation Median Mean Median Mean
Method CCR CCR CCR CCR
All Providers 0.0370 0.0512 0.0774 0.1020
Square Feet Only 0.0300 0.0453 0.0682 0.0928
Direct Assign 0.0554 0.0642 0.1003 0.1198
Dollar Value 0.0435 0.0588 0.0866 0.1134
Direct Assign and Dollar
Value 0.0438 0.0589 0.0868 0.1133

Our analysis shows that since the CY 2014 OPPS in which we established the
transition policy, the number of valid MRI CCRs has increased by 17.5 percent to 2,177
providers and the number of valid CT CCRs has increased by 15.1 percent to 2,251
providers. However, as shown in Table 1 above, nearly all imaging APCs would see an

increase in payment rates for CY 2019 if claims from providers that report using the



“square feet” cost allocation method were removed. This can be attributed to the
generally lower CCR values from providers that use a cost allocation method of “square
feet” as shown in Table 2 above.

In response to provider concerns and to provide added flexibility for hospitals to
improve their cost allocation methods, for the CY 2019 OPPS, in the CY 2019
OPPS/ASC proposed rule (83 FR 37056), we proposed to extend our transition policy
and remove claims from providers that use a cost allocation method of “square feet” to
calculate CCRs used to estimate costs with the APCs for CT and MRI identified in
Table 2 above. We stated in the proposed rule that this proposed extension would mean
that CMS would now be providing 6 years for providers to transition from a “square feet”
cost allocation method to another cost allocation method. We stated in the proposed rule
that we do not believe another extension in CY 2020 will be warranted and expect to
determine the imaging APC relative payment weights for CY 2020 using cost data from
all providers, regardless of the cost allocation method employed.

Comment: Some commenters supported CMS’ proposal to extend its transition
policy an additional year and determine imaging APC relative payment weights for
CY 2020 using cost data from all providers.

Response: We thank the commenters for their support.

Comment: Some commenters recommended that CMS discontinue the use of CT
and MRI cost centers for developing CT and MRI CCRs and use a single diagnostic
radiology CCR instead. One commenter suggested that CCRs for CT and MRI are
inaccurate, too low, and equalize the payment rates for advanced and nonadvanced

imaging. This commenter also noted that if CMS were to use CCRs from all cost



allocation methods, including “square feet,” such a change would impact technical
payments under the Medicare Physician Fee Schedule because OPPS payments for
imaging services would fall below the technical payments for such services under the
Medicare Physician Fee Schedule and would require a reduction as required by section
1848(b)(4) of the Act.

Further, the commenter noted that a significant number of CT and MRI CCRs are
close to zero. The commenter suggested that this probably reflects that the costs of the
equipment and dedicated space for these services are likely spread across to other
departments of hospitals. The commenter also suggested that hospitals have standard
accounting practices for high-cost moveable equipment and that it would be burdensome
and inconsistent to apply a different standard for costs associated with CT and MRI.

Response: We appreciate the comments regarding the use of standard CT and
MRI cost center CCRs. As we stated in prior rulemaking, we recognize the concerns
with regard to the application of the CT and MRI standard cost center CCRs and their use
in OPPS ratesetting in lieu of the previously used single diagnostic radiology CCR. As
compared to the IPPS, there is greater sensitivity to the cost allocation method being used
on the cost report forms for these relatively new standard imaging cost centers under the
OPPS due to the limited size of the OPPS payment bundles and because the OPPS
applies the CCRs at the departmental level for cost estimation purposes. However, we
note that since the time we initially established the transition policy in the OPPS, we have
made changes toward making the OPPS more of a prospective payment system, including
greater packaging and the development of the comprehensive APCs. As we have made

changes to package a greater number of items and services with imaging payments under



the OPPS, and CT and MRI procedures are not solely based on the CCR applied to each

procedure, we believe there is less sensitivity to imaging payments that is attributable to

the cost allocation method being used on the cost report forms.

Table 3 and Table 4 below display the largest and smallest CT and MRI CCRs

based on the cost allocation method, respectively. Specifically, Tables 3 and 4 display

the minimum, 5" percentile, 10" percentile, 90" percentile, 95" percentile, and maximum

CCRs hased on the cost allocation method. While we note that there are differences in

CT and MRI CCR values by the cost allocation method, we also note that the CT CCR

distributions and MRI CCR distributions are largely similar across the cost allocation

method. As stated in past rulemaking, we also note that our current trimming

methodology excludes CCRs that are +/-3 standard deviations from the geometric mean.

While we acknowledge the commenter’s concern that a number of CCRs, particular those

CT CCRs from hospitals that use a cost allocation method of “square feet,” are below

0.0100, we do not believe it would be appropriate to modify our standard trimming

methodology because it is not our general policy to judge the accuracy of hospital

charging and hospital cost reporting practices for purposes of ratesetting.

TABLE 3.—SELECTED DISTRIBUTION OF CT CCR STATISTICAL VALUES
BASED ON USE OF DIFFERENT COST ALLOCATION METHODS

Cost Allocation 5 10™ 90" 95"

Method Minimum | Percentile | Percentile | Percentile | Percentile | Maximum
All Providers 0.0036 0.0115 0.0147 0.1010 0.1399 0.4052
Square Feet Only 0.0036 0.0099 0.0121 0.0922 0.1379 0.4052
Direct Assign 0.0055 0.0222 0.0259 0.1223 0.1534 0.2282
Dollar Value 0.0046 0.0180 0.0223 0.1087 0.1458 0.4009
Direct Assign and
Dollar Value 0.0046 0.0179 0.0224 0.1087 0.1493 0.4009




TABLE 4—SELECTED DISTRIBUTION OF MRI CCR STATISTICAL
VALUES BASED ON USE OF DIFFERENT COST ALLOCATION METHODS

Cost Allocation 5 10™ 90" 95"

Method Minimum | Percentile | Percentile | Percentile | Percentile | Maximum
All Providers 0.0106 0.0292 0.0355 0.1975 0.2653 0.6700
Square Feet Only 0.0106 0.0247 0.0305 0.1822 0.2469 0.6563
Direct Assign 0.0271 0.0456 0.0525 0.2119 0.2904 0.6081
Dollar Value 0.0175 0.0365 0.0446 0.2187 0.2920 0.6700
Direct Assign and
Dollar Value 0.0175 0.0365 0.0447 0.2155 0.2916 0.6700

In addition, as we stated in the CY 2014 OPPS/ASC final rule with comment

period (78 FR 74845), we have noted the potential impact the CT and MRI CCRs may
have on other payment systems. We understand that payment reductions for imaging
services under the OPPS could have significant payment impacts under the Physician Fee
Schedule where the technical component payment for many imaging services is capped at
the OPPS payment amount. We will continue to monitor OPPS imaging payments in the
future and consider the potential impacts of payment changes to other payment systems.

Over the past several years, we have encouraged hospitals to use more precise
cost reporting methods through cost reporting instructions and communication with
Medicare contractors regarding the approval of hospitals’ request to switch from the
square feet statistical allocation method. While we have not seen a substantial decline in
the number of hospitals that use the square feet cost allocation method, and we
acknowledge that there are costs and challenges with transitioning to a different
accounting method for CT and MRI costs, we continue to believe that adopting CT and
MRI cost center CCRs fosters more specific cost reporting and improves the data

contained in the electronic cost report data files and, therefore, the accuracy of our cost



estimation process for the OPPS relative weights. Therefore, for CY 2019, after
consideration of the public comments we received, for CY 2019, we are finalizing our
proposal to extend our transition policy for 1 additional year and continue to remove
claims from providers that use a “square feet” cost allocation method to calculate CT and
MRI CCRs for the CY 2019 OPPS.
2. Data Development Process and Calculation of Costs Used for Ratesetting

In this section of this final rule with comment period, we discuss the use of claims
to calculate the OPPS payment rates for CY 2019. The Hospital OPPS page on the CMS

website on which this final rule is posted (http://www.cms.gov/Medicare/Medicare-Fee-

for-Service-Payment/HospitalOutpatientPPS/index.html) provides an accounting of

claims used in the development of the final payment rates. That accounting provides
additional detail regarding the number of claims derived at each stage of the process. In
addition, below in this section we discuss the file of claims that comprises the data set
that is available upon payment of an administrative fee under a CMS data use agreement.

The CMS website, http://www.cms.qgov/Medicare/Medicare-Fee-for-Service-

Payment/HospitalOutpatientPPS/index.html, includes information about obtaining the

“OPPS Limited Data Set,” which now includes the additional variables previously
available only in the OPPS Identifiable Data Set, including ICD-10-CM diagnosis codes
and revenue code payment amounts. This file is derived from the CY 2017 claims that
were used to calculate the final payment rates for this CY 2019 OPPS/ASC final rule
with comment period.

Previously, the OPPS established the scaled relative weights, on which payments

are based using APC median costs, a process described in the CY 2012 OPPS/ASC final



rule with comment period (76 FR 74188). However, as discussed in more detail in
section I1.A.2.f. of the CY 2013 OPPS/ASC final rule with comment period
(77 FR 68259 through 68271), we finalized the use of geometric mean costs to calculate
the relative weights on which the CY 2013 OPPS payment rates were based. While this
policy changed the cost metric on which the relative payments are based, the data process
in general remained the same, under the methodologies that we used to obtain appropriate
claims data and accurate cost information in determining estimated service cost. In the
CY 2019 OPPS/ASC proposed rule (83 FR 37057), we proposed to continue to use
geometric mean costs to calculate the relative weights on which the CY 2019 OPPS
payment rates are based.

Comment: One commenter believed that revenue code 0815 (Allogeneic Stem
Cell Acquisition Services) was inadvertently excluded from the packaged revenue code
list for use in the OPPS ratesetting. The commenter stated that this would primarily have
an impact on APC 5244 (Level 4 Blood Product Exchange and Related Services) which
would potentially include those packaged costs. The commenter requested that CMS
include revenue code 0815 on the packaged revenue code list in order to be consistent
with the C-APC ratesetting approach from prior years.

Response: We thank the commenter for bringing this omission to our attention.
As discussed in the CY 2018 OPPS/ASC final rule with comment period (81 FR 79586),
beginning in CY 2017, we would include the revenue code for purposes of identifying
costs associated with stem cell transplants. We agree that the revenue code was
inadvertently not included on the packaged revenue code list and therefore have included

it in this final rule with comment period for the CY 2019 OPPS ratesetting.



After consideration of the public comment on the proposed process we received,
we are adding revenue code 0815 to the packaged revenue code list and are finalizing our
proposed methodology for calculating geometric mean costs for purposes of creating
relative payment weights and subsequent APC payment rates for the CY 2019 OPPS.

For more information regarding the stem cell transplants, we refer readers to section
I1.A.2.b. of this final rule with comment period. We used the methodology described in
sections 11.A.2.a. through 11.A.2.c. of this final rule with comment period to calculate the
costs we used to establish the relative payment weights used in calculating the OPPS
payment rates for CY 2019 shown in Addenda A and B to this final rule with comment
period (which are available via the Internet on the CMS website). We refer readers to
section I1.A.4. of this final rule with comment period for a discussion of the conversion of
APC costs to scaled payment weights.

We note that this is the first year in which claims data containing lines with the
modifier “PN” are available, which indicate nonexcepted items and services furnished
and billed by off-campus provider-based departments (PBDs) of hospitals. Because
nonexcepted services are not paid under the OPPS, in the CY 